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.
.Dear Sir or Madam

MVP Laboratories. Inc., is a n-mnuf~cturer of veteriruuy biological products and hoid a
current U.S, Veterinary Establishment License. We offer the l’ollowing c-on.ents to
Docket 99-045- ! regarding guidelines on mod clinical Practices VICH Topic GL9:

GENERAL (’OMMENTS:

This guideline IS ubviously intended to serve both FDA for studies invoking pkrtnaceuti-
cals and additives. and VS for efflcaoy and field safety studies of Iioiogics. In fact, FDA
has published a similar request for comments regarding this same VICH document. A
large share of the guideline applies only to pharmaceuticals and additives and does not ap-
ply to safety and etlicacy studies of bio!ogics. <-

SPECIFIC C(JMMENTS: .

2.7. Should replace ”... in accordance with the cmcepts Oi-good manufacturing
practice (GMP)” with” ,. .in accordance with the requirements of the relevant.
regul story authority”. “GMP” is presently an ill-defined term with no COIISWI- ~

sus regarding its waning.

3,1.2. 1t may not always be possible in smaller firms to hav(’ a separate investigator,.
and riwnitor for all~studies,

3.1.3. Fur Ilcensed fins, m APHIS Form 2007 should sutlice for this requirement.
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3.2,1.

3,2.13

3.2.16

5.

This would not be applicable if the investigator is an eruployee of the sponsor,
which will be the case in most biologics studies.

This wouid not be applicable if the animal owrier and s!~~,~nsorwe the we M
is often the case in efficacy studies.

Again. ww.dd not be applicable if investigator is emplow of sponsor-

A niot~iiur may not be required if investigator is efnplmwc of sponsor, as is of-
ten the case in biologics stidies.

.6.3 .11.1 -6.3 I 1.5 This itiormation appears to be intended fo( nutritional or pharma-
..; ceuticai products and is not needed fix most field safet Yand imrnunogenicity

uxmi liu biological,

6.3.12. I -6.3.126. This information appears to be intended for lmtritional or pharrna-

7.1.2

7,2.32,

7.3,6.2.1

ceutieal products and is not needed for most field safe~y and irnmunogenicity
ms[s h biological.

Shouk! specifj this does not apply to preliminary reseilrch studies.

Seems redundant if documents, datn and reports m-einitialed and dated as thy
ShOLlki h.

This Iilt’orrnation appears to be intended for nutritiomd or pharmaceutical-.
products and is not needed for most field safety and immunogenici~’ tests for
biolt Iglca!s. .

7.3.6.2.3. In el%cacy and field saf6ty tests, “concfitiott’s” are not being treated. These
tests iue conducted in normal animals. Agai~ this dmxibes pharmaceutical
test!,

7,3.6,3.1 and 736,3.2: This ~tiormation appears to be intemkl! for nutritional or phar-
maceutical produqs and is not needed for most tielc! safety and imnm.nogenic-
ity tcsui for biolog~ckis.
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7.3.6.6.

7.3.103

8,2.2.2.

8.2.2.4.

F
-j

This inf~~rmatkm appears to be intended for nutritional ~1~pharmaceutical
producLs and is not needed for most field safety and imrwnogetidy tests for
biol(.)gicals

“Audit certification” is not defhed. Clarification is needed.

This intimation appears to be intended for nutritional or pharmaceutical
prmh.w[s and is not needed for most field .w&ty and in)munogenieity tests for
biologim.!s

This in~ormation appears to be intended for tmtritir.xud or pharmaceutical
products and is not needed for most field safq and immunogenicity tests for
bioiojjcals.

Because 50 much ot this guideline rel%rs to pharmaceuticals and [~utritional products, we
would prefer to see either 1) a guideliie specific to biologics, or 2 ) a VS Memo outlting
how thhi guideline will be interpreted regarding biolo@cs (in eiTect. a VS guideliie for the
VJCH guideline)

Thank you for the opportunity to comment on this docket.

Sincerely.

P,03

cc: M.L. Chapek. President


